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wpr *r fv:*r to trem rr «ntft t fa xjf x*rx xxotx vx if 

xm wr wxi 

Separate Pacing la given to thla Part In order tliat It may be filed *» a separate 

compilation 


m f in i < sfv^rpn* ttw f^nnr 


xNxxxt 

xf faxfr, l xxxxr, ios:i 

fa. 779 («r).—aifafx xVr xxtxx xrxxV 
faux, 1945 xx artr Tfeffax xifa ^ ^ faxxf xx 

farnfafax stxx, fax ;faftx xtxxt amfa xxxfrfr 
xxt^tt xtx 1 t xnxtf xfa x srfafa xVr spam 
xmrfr xfafaxx, 1940 (1940 xx 23 ) x?r xrrr 12 aflr 
mitt 33 iro srscfsr Rifatjxi xx infix 511 , xxtxt ^ it^fl 
%, ?xx xrrrxt xfV anfsnxxrr f*x tnfr sxfxxxr xft xtx- 
xnfV xl fax xxxfax fxxrr xtxt |, faxjf srfa xxrfax 

XtX X?V XDTTXXT t I 3TTT X^ XXXT X't STRfV | fa 

xtxx fxxxf xt sx xrffa % farfaV trxx x?V 
sif t , fa u x * ' xf arfxtrxxT xxnftrx x?r 'Xirr xxxt xfr sx- 

TTT 5 ft XTIT, X^x fax X?V 3 fXfa XV XXlfXr XT XT ^ 3 XX; 

xjrxrr ftnrrr faxr xtxxt 1 

nr*' srraffr xr irxxxV xt Xr xxfxx to 1 fax XV XXlfX|' 
x x?j^v xxx xtxx fawff XV wtxx faxft *xfar X XIXT 

tffaV Xxjfx XTXXT faXTT XT^rfr l 

xwwtt tntnx, xfa XVf ft, xfax, xttt tor, 
txttof xVt xfrxK xxxrx xxrx , fxxfx wxx, xf fs^xfV 

afV'Tfsf XT XXTf I 


1 . fxTrxf xx xfsxrr xtx arVxfy 3ttr snrrwx xrnfV 

(x?fw) fXXX, 1983 t I 

2 . srVfx giir nrrrxx xixsft fxrxx, 1945 ^ (Vx^- 
w*f xxxxr fxxx x^r xxt %) fxxx 71 if, 
srcf 1 if, srxx xtxxi ^ »nx xr fxrxfxim vx 

■ - . - , f_. 111 

jflTT^l 3nTRT :— 

1 ' N 

‘ 'xtxt x^ fxr xxxtxr ^ fxfxxfx ^ xxm ^ fxx, — 

(x;) fx xwfxxfsrx; xxfxrfV x: fxx faxx, xf^xx 
fx%x artt ifxfxdx; ' xrf^rx ^ anfVx fxfx- 

nfx fxrxr ^ttxt t x^; anxwx ftVxr fxr xinf 
xrx xrx(x>) if fxfwfxV ft : 

(xr) fxrxt ft sxfxx xrt xtx, xfsr(^), 

xps (x) xt (x) if f^r-iPw x^rrt ^ 
3fVr xft fx’fr xx jrfxrxnV xr IVfV Ufxxfx 

TVTTX if 3lWx 3tVr XXTXX XTXXT (XrTVHX) 
fXXX, 1983 X XTTW X 3^X XfA XXX XTT 

Tfr xr, xx tfxxx if xVx XX X?V XXT f A XT 

^ <TXXTcT, XX7 X3TX XXnflxfV X^fXlfTXiX 
■ ^ TX if, XFXXT YV XT X^fr I 
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wvlwr -fqqq 4? jnfrsnr ^ fiqq, "tht- 
4? fafqufY’ £ 3Rpfq t : tt 

qffirspqaff ^ ^ UT ^ETT% ^ fcrq d'W 
it tVfr 3rVsrf^ a?r nm qft qfqrin : 

qw artr 4? «rr^ *r 

^it 3rfafy sir inrmq (#w) frpnr, 1933 
jttw # sfa q^r, arV-ifqql' 4; fqfqqtir 
qfNqr N^nr atiq q’iilNq^; qiftsm qu; q?rr 
ITT, 3T^q Tf^RTK ^RiT RUT, Sf^T 20 if, 

factor q^faif-priq 41 w if ut, ^ 
*ptw flrnnrr f“q; Nw ^ snfaw ^ f*rq 
3T1W % i” 

3 . ^r fqmfr 4; fqinr 76 if, w4 (i) £ qpr tw: 
4 wr qq p6HL-ff<dd w snqirr, arefer :— 

qw Rf fqr sranftff 4 fqfnrfqr 4 urfiw 4 fqq— 

(qr) if# qvfqqfsrqi qnfjrff 4? firq f4Rr4 irfa^ 
ttm 3tYt 4qfqqq; iti%q 4 apffcr fqfa- 
qf>T fqRT 5TRTT I q^T 3TRW^ ^flT fq> 7^4 
qur wz (q?) if fqfqfq*R: ai^Vnf ?f ; 

(w) faqft sufsRT 41 f4q4 TRT, 4s(qr), 
*4r (q) nr 4s - (q) if fqfqfw ai^rnf ft 
artr 4t fq*ft smrfqrqrfl 4 f4fft f*f*prf»r 
jrflTq if aftqfq 3frr q^rrqq irmrfr (wp?*t) 
fm, 1983 4 mw # sfa q??r qqf q>q 
T^T W, ^ET tfflTTrr if #T q4 41 WT «rfl 
qR *t4 4 q^RET q*B WOT 6*4141 spf^tf’T- 
qn? 4 w if, hrirtt ^tt q^ift i 

■ L H r -d r f , Ai< l j r —sy fqw ^ jnrfipr ^ fsnr, "^qiin 
^ wW^r ” ^ 3Rpfr | : irqqqf ur ^r- 
qRrsfr #f qq w! ftrtj chre i?q w 
fqpft 3rVfr q?t imrr yf^qi : 

ra; 3ftr f qr fq^ft sqfqrr $ 5TTT if 

affqfq affc jRrrtnr fisfrqq) fnrq, i9k:i w . 
TRU-T # 3^ q^fr, ■jffTFr-qff #; fqfqnr» r q;r 
qfqrq fq^RT aftr q'qfqqqr qifqm q^r 
*TT, 3ftq qqqiTR 31RTT Tnr, yAs 28 if 
3nriftfqq fWqqffr ^ qtq »f q»r 

«n, iRf qmpt qTRiTT w tYqn ^ snfRtq 
^ f^TR arf^r | i 

iTfwRqqr. iioi3/7/8i-3't.R!r.tEq. rt? Of. q] 
qq. ^t. Tnrqfxqq, ifrqq' nfqq 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

NOTIFICATION 

New Delhi, the 1st October, 1983 

G.S.R. 779(E)-—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945 which the Central Government pro¬ 
poses to make after consultation with the Drugs 
Technical Advisory Board, in exercise of the 
powers conferred by sections 12 and 33 of the 


[Pari II— Sec. 3(i)J 


Drugs and Cosmetics Act, 1940 (23 of 1940), is 
hereby published, as required by the said sections 
for the information of all persons likely to be 
affected thereby and notice is hereby given that the 
said draft rules will be taken into consideration on 
or after the expiry of a period of ninety days from 
the date on which the copies of the Official Gazette 
in which this notification is published are made 
available to the public. 

Any objections or suggestions which may be 
received from any person with respect to the said 
draft rules before the expiry of the aforesaid period 
of ninety days will be taken into consideration by 
the Central Government. 

Objections or suggestions, if any, may be sent 
to the Secretary to the Government of India, 
Ministry of Health and Family Welfare, Nirman 
Bhavan, New Delhi. 

DRAFT RULES 

1. These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1983. 

2. In the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules), in rule 
71, in condition 1, for the first proviso, the fol¬ 
lowing provisos shall be, substituted, namely :— 

“provided that for the purpose of manufacture 
of formulations,— 

(a) it shall be necessary for the whole-time 

employee under whose active direction 
and personal supervision the manufac¬ 
ture is conducted to have the qualifica¬ 
tions specified in clause (a) ; 

(b) any person, holding the qualifications 

specified in clause (b), clause (c) or 
clause (d) and who was working in a 
manufacturing division of a licensee im¬ 
mediately before the commencement of 
the Drugs and Cosmetics (Amendment) 
Rules, 1983, may after the completion of 
three years service in that capacity be 
recognised as a competent technical 
staff : 

Explanation.—For the purpose of this rule, 
“manufacture of formulations” includes 
the processing of a drug into a dosage 
form ready for internal or external ad¬ 
ministration to human beings or animals: 

Provided further that any person who was im¬ 
mediately before the commencement of the Drugs 
and Cosmetics (Amendment) Rules, 1983, actively 
directing and personally supervising the manufac¬ 
ture of drugs and whose name was accordingly 
entered in Form 25 as expert staff shall be deemed 
to be qualified for the purpose of this rule” 





[?mT II-*snr 3(1)] 

3. In rule 76 of the said rule3, in condition 1, 
for the first proviso, the following provisos shall 
be substituted, namely :— 

“Provided that for the purpose of manufac¬ 
ture of formulations,— 

(a) it shall be necessary for the whole-time 

employee under whose active direction 
and personal supervision the manufac¬ 
ture is conducted to have the qualifica¬ 
tions specified in clause (a) ; 

(b) any person holding the qualifications spe¬ 

cified in clause (b), clause (c) or clause 
(d) and who was working in a manufac¬ 
turing division of a licensee immediately 
before the commencement of the Drugs 
and Cosmetics (Amendment) Rules, 
1983. 


may after the completion of three years service in 
that capacity be recognised as a competent tech¬ 
nical staff : 

Explanation.—For the purpose of this rule, 
“manufacture of fo rm ulations” includes the 
processing of a drug into a dosage form 
ready for internal or external administra¬ 
tion to human beings or animals : 

Provided further that any person who was im¬ 
mediately before the commencement of the Drugs 
and Cosmetics (Amendment) Rules, 1983, actively 
directing and personally supervising the manufac¬ 
ture of drugs and whose name was accordingly en¬ 
tered in Form 28 as approved expert staff shall be 
deemed to be qualified for the purpose of this 
rule.”. 

[No. X. 11013|7|81-DMS&PFA] 
S. V. SUBRAMANIYAN, Jt. Secy. 
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